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Section #3 510(k) Summary

Trhis 5 10(k) Summary of 510(k) safety and effectiveness information is being submitted in accordance

with requirements of SMIDA 1990 and 21 CER 807.92.

The assigned 5 10(k) Number: _______

I . Date of Prepared: 0607/2013 Oer 1 8 ,
2. Sponsor U.

Beijing I lonkon Technologies Co., Ltd.

No.3 Building, No.1I1 Yard, Kangding Street, BDA, 100 176.Beijing, P.R.China

Establishment Registration Number: Not yet registered

Contact Person: Li Zhao

Position: Management Representative

Tel: +86 10 56370050 ext. 508

Fax: ±86 10 56370067 ext. 6 10

Email: small(ghonkonlaser.com

3. Submission Correspondent

Diana [long & larznn.\Vang

Mid-Link Consulting Co., Ltd

P.0. Box 237-023, Shanghai. 200237. China

Eel: +86-21-22815850

I: 240-238-7587

Email: info~mid-link.net
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4. Proposed Device Identification

Proposed Device Namec: Multifunctional Series

Proposed Device Common Name: Intense Pulse Light (IPL)

Regulator>' Information

Classification Name: powered laser surgical instrument

Classification: 11;

Product Code: ONF

Regulation Number: 21 CFR 878.4810:

Review Panel: General & Plastic Surgery;

Intended Use Statement:

The Multifunctional Series device (inclusive of the handpiece used to deliver pulsed-light energy)

are indicated for use in surgical, aesthetic and cosmetic applications in hair removal, moderate

inflammatory acne vulgaris. and benign cutaneous vascular lesions.

Conditions Filter setting Skin type

and 1 11 111 IV V

IHair wavelength 610-1200 610-1200 610-1200 610-1200 610-1200

Remov'al scope

Acne 530-1200 530-1200 530-1200 530-1200 530-1200

Vascular 585-1200 585-1200 585-1200 585-1200 585-1200

Les ions

5. Predicate Device Identification

5 10(k) Number: K 122995

Predicate Device Name: Intense Pulsed Light (IPL) Systems

Manufacturer: Beijing KES Biology'Technology Co.. Ltd.

5 10(k) Number: K093627

Predicate Device Name: IPULSELIGI-T IPL, SYSTEM

Manufacturer: Shanghai APOLO Medical T'echnology Co., Ltd

6. Device Description
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The Multifunctional Series device are intense pulsed light system which delivers intense pulsed light

at a wavelength ranging from 530nm-l200nm. Intense Pulsed Light (IPL) systems work on the

principles of selective thermolysis. T~hat is, causing thermnal damage to target chromophores by using

light of appropriate wavelength in pulses that exceeds the chromophore&' thermal relaxation time but

sparing normal skin by limiting the pulse width below the thermal relaxation time for skin.

I Systems are different from lasers in that they deliver many wavelengths in each pulse of light

instead of just one wavelength. Generally, IPL enhances penetration without using excessive energy

levels and enables targeting of specific chromophores.

Based on this.The Multifunctional Series device (inclusive of the handpiece used to deliver

pulsed-light energy) are indicated for use in surgical, aesthetic and cosmetic applications in hair

removal, acne, and blood vessel lesions.

The proposed device includes four models as Aeslight-S3D, lIONKON-S3C. lIONKON-M4Oe+

and l-IONKON-MS0e±.

7. Non-Clinical Test Conclusion

Bench tests were conducted to verify that the proposed device met all design specifications as was

Substantial!)' Equivalent (SE) to the predicate device. The test results demonstrated that the proposed

device complies with the, following standards:

a) IIEC 60601-1, Medical Electrical Equipment - Part 1: General Requirements for Salbty. 1988:

Amendment 1, 1991 -1], Amendment 2. 1995.
b) IEC 60601-1-2:2007. Medical Electrical Equipment - Part 1-2: General Requirements for

Safety - Collateral Standard: Electromagnetic Compatibility -- Requirements and Tests.

c) Performance Test (output energy, spot size)

8. Tlechnological Characteristics Comparison

TIhe proposed device has the same technological characteristics with the predicate device, such as

light medium, wavelength, control method and intended use.

9. Substantially Equivalent Conclusion

Based on the comparison and analysis as following, the proposed device is determined to be

Substantially Equivalent (SE) to the predicate device.
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Trable 111-1 General Comparison

Proposed Dev ice Predicate Dinvice Predicate Device

ITEM Multifunctional Series Intense Pulsed Light (IPL) IPIJLSELIGIIT IPL SYSTEM Remark

Svstrms(K 122995) (K093627)

Product
ONE ONE ONE SE

Code

Regulation
21 CFR 878.48 10 21 CER 878.4810 21 CER 878.4810 SE3

No

Class 11 I1 1I SE

IWulseLight IPI. System (HIS 300C,
HIS 650) are identical with regard to
indications for use including
recommnsende flters to be used with
Fitzpatrick skin type, Both models
are intended for medical use in the
treatment of the following
derasatologic conditions
Permanent hair reduction- long-term
stable reduction in number of hairs
re-growing slier a treamnrt regimn.i
'Ireatment oT

- Moderate inflammatory acne
vulgaris
- Benign pignmented epidermal
lesions including dysebromia,

The hyperpigmentation. melasnia.
epheclides (freckles)

fhe Multifunctional Series Intense Pulsed Light tIPL) S -Cutaneous lesions including scars
-Benign cutaneous vascular lesions

device (inclusive of the ystems (inclusive of the including port wine stains,

handpiece used to deliver handpiece used to deliver hemangiomnas. facial, trsncal and leg
telangiectasias. erythema of rosacca,

pulsed-light energy)I are pulsed-lighl energy) are leg veins, spider anglomas and
venous malformations

indicated for use in surgical, indicated for use in surgical,
Intended The integrated thermal cooling is S

Ue aesthetic and cosnmetic aesthetic and cosmetic indicated for use in cooling the S

applications in hair removal, applications in permanent epidermis at the treatment site prior
to. during, and after light treatment

moderate inflammatory acne hair reduction, treatment of in general aesthetic dermatologic and

,ulgris an beign pigentd lsios. odeate plastic surgery procedures
vulgris and bengn pgmeted esins, odeate - Reduce pain during light

cutaneous vascular lesions. inflammnatory acne 'ulgaris. treatmnent (,via partial anesthesia from
cooling)

ephelides (freckles), and - Reduce discomfort during and/or

vascuar leionsassociated with light treatmnrt
vasclarlesins.- Minimize thermal injury.

including thermal necrosis, to
non-target skin and skin structures
during andfor ssociated with light
treatmnrt, thus reducing possible
complications such as scabbing,
scarring. hypcr - andfor hy pe
pigmentation

- Allowv the use of higher light or
laser fluencies or light treatments
(such as for hair removal and the
treatmnrt of vascular Or pigmented
lesions)

. Reduce potential side effects or
light treatments (such as for hair
removal and the treatment of
vascular or pigmented lesions)
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Table 111-2 performance Comparison of model Aesligbt-S3D _ __

Proposed Device
Predicate Dev ice Predicate Devce

Multifunctional Series
ITEM Intense Pulsed Light (IPL) IPULSELIOIIT IPL SYSTEM Remark

tAeslight-S3D)
Sysiems(K 122995) (K093627)

Light source Intense pulsed light Intense pulsed light Intense pulsed light SE

420ni-1200, 510-1200mt
430-1200=u,, 530-l200nni.

b 10 120.,640-200ni,560-l200nm, 610-l200nm,

Wa~lenth 585120ni, ptina: 40-200m,640-I 200nm (Standard); Analy sis

530-l200nm 560-IZOnm. 590-1200.n, 40m10.5510tn
690-I200m., 755-I 20 0 nm

690-lZO0nnn, 750-l1200mnr
(Options)

Deliver system Sapphire Sapphire Sapphire SE

Energy Range 20-50J/cnV l0-60i1/cm' 10-60J/cm
2  nlyi

1 2

Pulse Delay 0. 1-mon 5- 50. 5 - 50mAnaysi

3

Pulse Duration 1-25 ins 1-20 ms 2-20 is Aiv

4

Mao,. Power 2000 W 2000 W 1200 W SE

MED-210: I5,nmXS0mn

(optional: I2mmX33mm.

I SmmXJ5mm )1205mm, l~xS.in (Standard);

Spotsize Smnmi4omm. l5mm-6Omn MED-230: I2xl2mm, 12,,25m., 1
2

x50mm, nlyi

5
A: 12mmn X33mm; 15x35mm, I 5x45mm (Options)

B: l1m.XS0mn (optional:

i~nX3SmnI

Setti ngfor Specified Indicatlonfousezilal, Remnoval

Wavelength
6101-1200 640-1200/6Q0-12001750.1200 610-12001640.12001690-1200

Energy Range
20-50 1044 10-46

(J/cn,2)

Pulse Duration 3-5is31 -5Analysis

Ins) 6

Pulse Delay
15-35 16-32 15-30

Spo si grm X40nm; 5ma X 0mm 12mm X 33mm; 15mun X 50mm: 12mm X 25mm; l2nan X 35mm;

11 5mm X 35mm 12mm X 50mm 15mm X4Snmm

Senfingfor Specified Indication for use.-cne

Wavelengt

(m) 530-1200 640-1200/690- 1200'750- 1200 61l0-1200'640-1200'69020 Analysis

Energy Range 20-50 10-40 1042
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(Jlcm2)

Pulse Duration
3-10 3-8 3-9

(nms)

Pulse Delay
15-35 16-32 15-30

Quoi X33mm; l~mmX50mm 12x25mnaI2x35mm. lWxSnmm,
Spot size 8mmn X 40mm; l5mm X<60mun

l~nmmX3Smm 15,65mm, l~x4Smm

Setdn~gfor Specified Indicadon for use:vascula, lesions

Wavelength
585-1200 640-1200690 1 200f750- 1200 610-1200/640-1200/690-1200

Ito)

Energy Range
20-50 10-42 10-44

(ilcm2)

Pulse Duration Analysis
3-10 3-8 3-9

(nox) 6

Pulse Delay
15-35 16-32 15430

12nmn X33nn; 15mntX50mm I2,x25nm,l2x35mm, 12xS0naru.
Spot size thmm X 4Omm: 15mm X 60mm 5iX .I .xmu 14mn

'Fable 111-3 Performance Comparison of model IlIONKON-S3C

Proposed Device
Predicate Device Predicate Device

Molto functional Series
ITEM Intense Pulsed Light (IPL) IPULSELIGH T IPL SYSTEM Remeark

(HONKON-S3C)
Systeins(K 122995) (K093627)

Light source Intense puksed light Intense pulsed light Intense pulsed light SE

420..-1200, 510-1200ru,
430-I 200nm, 530-I 200nou,

560-l200run, 61 0-I200run,
6 IO-l20 0nm.a 640-I200rtm.

Wavelength 585-t200n. Optional: 480-IZO0nos. 4-20m(tnad. A lyi

480rn-1200, 585- l200i, I
530-1200. ~ 560-1200mm, 59O-I200nm,

690-I 200rtm, 755-I 200nmn
690-1200mm, 750) -1I200mm,

____________(Options)

Deliver sy stem Sapphire Sapphire Sapphire SE

Energy Range 20-50J1/em I 0-60J/cni' I0-6OJ/1cm
2  nlyi

2

Pulse Delay 0. I-4 Oms 5 - S0ms 5 - 50ms Aiy~

Pulse Duration 1-25 mss I1-20 ms 2-20 mu nlyi

4

Maxs Powe, 2000 w 2000 W 1200 W SE

sptsie 8m-0ml~m60m MED-2 10: I mmXS0mm I 2,05mm, 15x50mmn (Standard); Analysis

(optional: 12mmX33mmu. 12x1 2ni, I 2x25m, 12x50m., 5
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I 5mmX35mm 355mn 15x3m .Sx45mm (Options)

MED-230:

A: l2mmX33mm;

B; I SnsmX5omm (optional:

tinmmX35mm)

Setting for.Specified Indication for ae:Ilai, Removal

Wavelength
610-1200 640-1200'690-1200/750-1200 610-1200/640-1200/69041200

(nmn)

lineegy Range
20-50 10-44 10-46

(J/em2)

Pulse Duration 3-5m -441 Analysis

(ns) 6

Pulse Delay
15-35 16-32 15-30

(nns) II

Spotsiz Srrn 40m I mm 60I'M l2nunn X 33mm; I 5mm X 50mm; l2tsin X 25nnnm; 12nu X 35mm;

Spo siz Hornss X 40mm;n 15mmm X 6Omm15m

Setting for Specified Indication for use-A cme

Wavelengths
530-1200 640),t2001690-12001750-1200 6 1I0-l200/640-12001690-1200

(nm)

EntyRne 20-50 10-40 1042
(J/em2)

Pulse Duration 3-03839Analysis

(net) 6

Pulse Delay
15-35 16-32 15-30

Spot size 8mm X 4Omum; ISmut X 60mm 1m 3m;lmX0. 1,5 .23m,1xont

I S5mmXS5mm I 5tssmn, I x45nm

Setting forSpecifed Indication for use:vascular lesions

Wavelength
585-1200 640-1200/690-1200fl5-1200 612001640-1200/69D-1200

Eneigy Range
20-50 10-42 1044

(JleM2)

Pulse Duration 3-03839Analysis

(i's) 6

Pulse Delay
15-35 16-32 15-30

Spot size 8mm X 40mm; 15m. X 60.m 2mX3m 5m5. 1.x5m1x5m m~run
I SnsmX3insm I x5nm. I Sx45nsn,
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Table 111-4 Performance Comparison of model IlIONKON-M4Oe±

Proposed Device
Predicate Dev ice Predicate Device

Multiftmnctional Serks
ITEM Intense Pulsed Light (IPLJ IPULSELIGHT IP1 SYSTEM Remark

(I-]ONKON-M4Oe+)
Systems(K 122995) (K093627)

Light source Intense pulsed tight Intense putsed light Intense pulsed light SE

420n.,-l1200. 510-1 200
n.,430-IZO0tumn 530-1200=,

560-l200nm, 6l0-1200nm,
6 10-I 200nra, 640-I 200mmn

640-I 200ran (Standard); Analysis
Wavelength 585-1200.m, Optional: 480-1200v..

480n.-1200, 585-.1200.m, 1
530-1200=n 560-t200nrun 590- 1200nn.

690-I 200nmn. 75 5-l200nmn
690- 1200nm, 750 -t200nm Otos

Deliver sy stem Sapphire Sapphire Sapphire SF

Analysis

lEnergy Range 20-5OJlcmi 10-60J1cmn 10-60J/cm'

Analy sis
Pulse Delay 0. I-tnm, 5 - 50m 5 - Srms

3

Analysis
Pulse Duration -25 uas 1-20 ras 2-20 mis

Analysis
Max. Power 1250 W 2000 W 1200 W

7

MED-2 t1: l~nmmXSnmm

(optional: I 2nin,X33mn,

ISmmuX3Smin l2x,35mm. 1550mmr (Standard);
Analysis

Spot size Smsi94Ommn, Iiung6omrn MED-230: l2xI2n..I 2
.x

25rnm. l2xi5rn.
5

A: I 2narm X33mm:n I 5x35rru, I Sx4irnm (Options)

B: I SnmX50mm (optional:

I SmmiX3Smmn)

Setring/or Specified Indicatson for use:lesir Remoal

Was enth
610-1200 640-1200/690- 12 00!750-1200 610-1200/64 0-1200'J690-1200

(run)

Energy Range
20-50 10-44 1046

(J/em2 I

Pulse Duration Analysis
3-t5 nms 3-14 4-15

(ins) 6

Pulse Delay
15-35 16-32 15-30

(ins)

12,no X 33mmn. l5mmo X 50mm;: 12.m X 25mm: l2mmn X 35mmn;
Spot size 8mmi IX 40Om: 15mm IX 60mmn

11 5mmr X 35nu, 12mm X 50mm; l5nm IX 45mm

Stting for Specified Indicarion for ase:Acne

W ccgh 530-1200 I640-1200/690- 12001750- 1200 610-1200/640-I 2001690-1200 Aa)i
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Energy Range
-0-50 1040 1041

(J/cn12)

Pulse Duration
3-10 3-8 3-9

Ioms)

Pulse Delay
15-35 16-32 t5-30

(ma)

12mm X33mn,; I~mmXS0mm 12x25mm,1205mm,. l250mmn.
Spot size 8mmur X 40mm; i5mmn X 60mmn

I 5mmX35mm 150x5u.,I 15x45mo,

Setting for Spec ifled Indication for usc vacular lesions

Wavelength
585-1200 640-12001690-12001750-1200 61 M12001640-1200/690-1200

(nm)

Energy Range
20-50 10-42 10-44

(J/cm2)

Pulse Duration Analy sis
3-lU 3-8 3-9

(ns) 6

Pulse Delayv
15-35 16-32 15-30

(nas)

l2mm XJ3mra I~mmXS0mm 12x25mm,12x35mm, lN5xion,
Spot siae 8mum X 40mm: l5mm X 60mmn 11mX5m1.,5m 5,5a

Table 111-5 Performance Comparison of model FIONKON-M8Oe+
Proposed Device

Predicate Dev ice Predicate Dev ice
Multifunctional Series

ITEM Intense Pulsed Light (IPL) IPISELIGHt riPL SYSTEM Remark
tIIONKON-M080e )

Systcms(K 122995) (K093627)

Light source Intense pulsed light Intense pulsed light Intense pulsed light SE

420nm- 1200. 510-l200nn,
4 30-I200nm. 5 30 1 200.

560-l200n, 610-l200nm,
610-I200as. 654O-l2

0
0rim.

64O-l200nn, (Standard); Analysis
Wavclengths 585-I 200nma Optional: 480-l20

0nn,
480=.]- 200, 585-l200nns. I

530-I200nm, 560-1200n.j* 590-l200nmn,
690-I200nm. 755-1200n.6 90-I200nns, 750 -1200.m

(Options)

Deliver sy stem Sapphire Sapphire Sapphire SE

Enrgrhy Range 20-50)/cm' t 0-601/cm
2  I 0-6OJ/cnm nayi

2

Pulse Delay 0. 1 -4Ons 5 - 50ms 5 - 5Oms Aayi

3

Pulse Duration 1-25 ma 1-20.ns 2-20 msAnl i

4

Max Power 1250 W 2000 W 1200W Aayi

7

Spot size Snmn94Omm, lsnmun,6Omn MED-210: l~nnmXS0mm I2x3Smna. l5xS0nsmn (Standard); Analysis

S3-9
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(optional: l2mmaXjimam, l2xl12mm, 12.,25.. 12,,50.v, 5

I SmmX3Smm ) I 5x5nim, I Sx4Smim (Options)

MED-230:

A: l2mm X33mm;

B: I5mmX50mm,(optional:

I SmmX35,na)

Setting for Specified Indication for use:Ilair Remoival

Wavelengli,
610-1200 640-1200/690-1200i750-1200 610-1200/640-1200/690-1200

(turi)

Energy Range
20-50 1044 10-46

(Jfeni2)

Pulse Duration Analysis
3.15 3-14 4-15

(Mn) 6

Pulse Delay
15-35 16-32 15-30

(ills) II

12mm X 33mm: 15mm X 50mam: 12mm X 25mm: 12mm X 35mm;
Spot size Snim X 40mm; 15m. X 60mr,

5mma X 35mam l2nam X 50mmt; l5mam X 45mm

Setting for Specified Indication for use:eAcne

Wavelength
530-1200 640-12001690-1200/750-1200 610-1200/640-12001690-1200

Energy Range
20-50 1040 10-42

(J/cm2)

Pulse Duration Analysis
3-40 3-8 3-9

(MSj 6

Pulse Delay
15-35 16-32 15-30

(ills I3rm I ~mSm I~ xSm~Jm .lx~ m

Spot size 8mmal X 40mm 15mmn X 6Onmi 2mm3r,1mX0m M5m10rm 2,0m

I Smm3m x35mm. 10tia 15x45min

Setting for Specified Indication for ne:vnscalar lesions

Wavelength
585-1200 640-1200/690-1200/750-1200 610-12001640-1200)690-1200

(ru)

Energy Range
20-50 1042 10-44

(J/cm2)

Pulse Duration 3.03839Analysis

(ills) 6

Pulse Delay
15-35 16-32 15-30

(ills)

121mm X33tnm; 15nimX50mrn I12Snvin, I2x3Smrn 12x50mm,
Spot size 8mmr X 40mm: IS.. X 60mmn

l5mmX35rnr 15,55mm. l5x4Smm

S3- 10
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Analysis 1:

T1he wavelength range of proposed devices is very closed to that of predicate devices, the slight difference

is considered to have no effect on effectiveness and safe.

Analysis 2:

The energ' density of proposed devices is covered by the range of predicate devices, which is considered

to have no effect on effectiveness and safe.

Analysis 3:
The pulse delay of proposed devices is covered by the range of predicate devices, which is considered to

have no effect on effectiveness and safb .

Analysis 4:
The pulse duration of proposed devices is covered by the range of predicate devices, which is considered

to have no effect on effectiveness and safe.

Analysis 5:

The spot size range of proposed devices is very closed to that of predicate devices, the slight difkerence is

considered to have no effect on effectiveness and safe.

Analysis 6:

Tlhe setting of specified IFU of proposed device is vcry similar to that of predicate device, the difference

is very slight, and only in the boundary value of the setting range. Therefore, the slight difference is

considered to have no effect on effectiveness and safe

Analysis 7:

Trhe max. Input power of proposed devices is different with the predicate devices, all proposed devices

meet the requirements of IEC 60601I-1. So such different is considered to have no eflect on effectiveness

and safe.

53-li



DEPARTNIENTOF HEALTHI & HUMAN SERVICES Public Health Scnicc

l'ood and Drug ,\dminustration
10903 New hainpshire A'vnue

Documentl Control Ccnter - %Vott.CcO
Silver Spring. MD 2'09934)002

Beijing I-onkon Technologies Company. 1.td. October I8, 2013
%/ Ms. Diana Hong
Shanghai Midlink Consulting Company. Ltd.
P.O. Box 23 7-023
200030 Shanghai
China

Re: K 131859
Trade/Device Name: Multifunctional Series
Regulation Number: 21 CUR 878.48 10
Regulation Name: Laser surgical instrument for use ill general
and plastic surgery and in dermatology
Regulatory Class: 11
Product Code: ONF
Dated: September 9, 2013
Received: September 19, 2Q13

Dear Ms. I-long:

We have reviewved Your Section 5 1 0(k) premnarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a premiarket approval application (PMIA).
You may, therefore, market the device, subject to the general controls provisions ofthe Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good man ufactuaring practice, labelinga, and prohibitions against misbranding and
adulteration. Please note: CDI)Rl- does not evaluate information related to contract liability
warranties. We remnind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMIA). it
may be subject to additional controls. Existing major regulations affecting Your device can be
found in the Code of Federal Regulations. Title 2 1. Parts 800 to 898. In addition, F7DA may
publish Further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies vvith other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements. including, bEt not limited to: registration and listing (21



Page 2 - Ms. Diana Hong

CPR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1.000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 63 8-2041 or (301) 796-7 100 or at its Internet address
http://ww-w.fda.nov/MedicalDevices/ResourcesforYou/lndustrv/detault.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://wwvw.fda.Rov/MedicalDevices/Safev/ReportaProblem/default.httl for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (30!) 796-7100 or at its Internet address
http://www.fda.2ov/MedicalDevices/ResotircesforYou/industrv/default.htm.

Sincerely yours,

Mark N... Mel .kerson -S
Mark N. Melkerson
Acting Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indication for Use Statement

5310(k) Number
Device Name: Aeslight-S3D, HONKON-S3C. HONKON-M4e* and HONKON-M8Oe+.

indications for Use:

The Multifunctional Series device (inclusive of the handpiece wsed to deliver pulsed-light energy) are
indicated for use in surgical, aesthetic and cosmetic applications in hair removal, imoderate iulamnarory

IWIIC VL1II gais, and benign ctilai1CU'iS VUscular lesions.
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(Part 21 CFR 80 1 Subpart D) (21 CPR 801 Subpart C)
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